CHINA FOOD AND DRUG

NEWSLETTER

CFDA Legislative Plan 2018 Released

To implement the policies set forth in the
19th CPC National Congress, China Food
and Drug Administration (CFDA) has
formulated and promulgated on February
13, 2018 the CFDA Legislative Plan 2018
pursuant to the Administrative Rules of China
Food and Drug Administration on Legislative
Procedure (CFDA Order No. 1), aiming to
basically establish as of 2020 a scientific and
complete food & drug safety supervision
legal system with clear orientation, overall
service planning, highlighted priorities, and
coordinated action.

The Plan covers 36 legislative projects,
encompassing: 3 Laws: 1. the furtherance of
the amendment of the Drug Administration
Law of the People's Republic of China; 2.
the furtherance of the introduction of the
Decision of the National People's Congress
Standing Committee on Authorizing the
Pilot Project of Patent-Term Compensation
System for Certain Drugs and Exploring the
Establishment of a Pharmaceutical Patent
Linkage System; 3. the formulation of the
revision of the Drug Administration Law of

the People's Republic of China (Draft for
Review), which shall reported to the State
Council for deliberation as scheduled.

3 Regulations: 1. the furtherance of amending
the Regulation on the Implementation
of the Food Safety Law of the People's
Republic of China; 2. accelerate the revision
of the Regulations for the Supervision and
Administration of Medical Devices, efforts
shall be made to ensure the submission of
the draft amendment to the State Council in
the first quarter of 2018; 3. the promulgation
of the Regulation for the Supervision and
Administration of Cosmetics ASAP.

31 Departmental Rules subject to
development and revision: 1. 12 food
supporting rules as per the Food Safety Law;
2. 15 Rules on drugs and medical devices
in accordance with the requirements for
deepening the drug and medical device
review and approval system reform; 3.
4 General Rules for acceleration of the
construction of the rule of law pertaining
food and drugs. (February 12, 2018)

CFDA Issued the Information Guide for Pharmaceutical
Research in Phase Ill Clinical Trials of Innovative Drugs

(Chemical Drugs)

As per the State Council’s Opinions on the
Reform of the Review & Approval System
for Drugs and Medical Devices (SC [2015]
No. 44) and the Opinions on Deepening the
Review & Approval System and Encouraging
the Drug and Medical Device Innovation
(CPC Central Committee & SC [2017] No.
42) issued by the General Office of the CPC
Central Committee and the General Office
of the State Council, to encourage the R&D
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of new drugs, speed up the establishment
of a standard system for innovative drug
pharmacy research and guidelines for
technical review, and improve the quality
and efficiency of R&D and review, CFDA
organized to formulate the /nformation Guide
for Pharmaceutical Research in Phase III
Clinical Trials of Innovative Drugs (Chemical

Drugs) which was promulgated on March 16,
(March 16, 2018)

2018.
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CFDA Issued the Technical Guidelines for Drug

Genotoxicity Study

To guide and regulate the research on
the genetic toxicity of drugs, CFDA has
organized the revision of the Technical
Guidelines for Drug Genotoxicity Study,
which was promulgated on March 15, 2018,

and simultaneously abolished the Technical
Guidelines for Drug Genotoxicity Study
issued by the former State Food and Drug
Administration in 2007.

(March 15, 2018)

CFDA Issued the Technical Guidelines for Clinical Trials of

Antidepressants

To guide and regulate the clinical trials of
new antidepressants, CFDA organized the

formulation of the Technical Guidelines for

Clinical Trials of Antidepressants which
was promulgated on February 27, 2018.
(February 27, 2018)
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CFDA Issued the Announcement on the Implementation
of Filing Management over TCM Formulations Prepared
by Medical Institutions Using Traditional Processes

Pursuant to the Law of the People's
Republic of China on Traditional Chinese
Medicine (hereinafter referred to as the
TCM Law) and the Drug Administration
Law of the People's Republic of China, to
effectively perform the filing management
over TCM formulations prepared by
medical institutions using traditional

processes, and promote their healthy and

orderly development, on February 12,
2018, CFDA issued the Announcement on
the Implementation of Filing Management
over TCM Formulations Prepared by
Medical Institutions Using Traditional
Processes to clarify the relevant issues.
(February 12, 2018)

CFDA Issued the Information Release of the Third Batch

of Over-duplicated Drug Varieties

To scientifically guide enterprises and
R&D institutions in orderly research and
development, optimize the allocation
of R&D resources, and promote the
sound and healthy development of the
pharmaceutical industry, in accordance
with the Opinions of the State Council
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on the Reform of the Review & Approval
System for Drugs and Medical Devices
(SC [2015] No. 44) and the Announcement
on Policies Pertaining to the Review &
Approval of Drug Registration (CFDA
Announcement [2015] No. 230), CFDA
commissioned the China Pharmaceutical
Association to monitor and analyze the
situation of drugs marketed in 2017,
and selected a total of 298 varieties via
Generic-Name Screening as per the
criterion of “>20 enterprises with approval
numbers for a single variety”, covering
13 categories and 59 subcategories in
clinical pharmacology and therapeutics
classification. On February 8,2018, CFDA
Issued the Information Release of the
Third Batch of Over-duplicated Drug

Varieties.

CFDA reminds relevant drug manufacturers
and R&D institutions that they must fully
understand the market supply and demand
situation, scientifically assess the risks of
drug R&D, and make prudent investment
business decisions. The food and drug
regulatory authorities of all provinces,
autonomous regions, and municipalities
directly under the central government
shall strengthen the acceptance & review
of applications for registration of related
drugs, the R&D site verification, as
well as the production site inspection;
and shall actively publicize the listed
Over-duplicated Drug Varieties to guide
enterprises in rational R&D and registration

application. (February 8, 2018)

CFDA Issued the Announcement on the Conversion
of 3 Prescription Drugs Incl. Huoxiang Zhenggqi Liquid
to Non-prescription Drugs and the Modification of

Corresponding OTC Package Inserts

To protect the public's drug safety,
according to the Regulations for the
Classification Management of Prescription
and Non-prescription Drugs (Interim)
(formerly SFDA Order No. 10), CFDA
organized an argumentation and
examination, and canceled the double-
span (Prescription + Non-prescription)
category of Huoxiang Zhengqi Liquid,
Huoxiang Zhengqi Oral Liquid, Huoxiang

Zhengqi Soft Capsule, which are converted
to a single category of non-prescription
drugs. CFDA modified as well the non-
prescription drug package inserts of
the above-mentioned three categories
of drugs along with those of Huoxiang
Zhengqi Dripping Pills and Compound
Fresh Bamboo Juice, and released an
Announcement on these issues on February
6, 2018. (February 6, 2018)
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CFDA Modified the Package Inserts of 4 Drug Varieties

Incl. Jingwu Capsules

To protect the public's drug safety,
according to the Regulations for the
Classification Management of Prescription
and Non-prescription Drugs (Interim)
(formerly SFDA Order No. 10), CFDA
organized an argumentation and
examination, and transferred Jingwu
Capsules out of the OTC drug list to
prescription drug list; and modified the

category of Bailemian Capsules from
OTC Category-B to OTC Category-A. At
the same time, the package inserts of the
above two drugs and Qibao Meiran Pills,
Xinyuan Capsules were modified. The
relevant information was released in an

Announcement on February 5, 2018.
(February 5, 2018)
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CFDA issued the Announcement on Modifying the
Package Inserts of Lysine Acetylsalicylate for Injection

In accordance with the results of the ADR
evaluation, to further protect drug safety
for the people, on January 31, 2018, CFDA
issued the Announcement on Modifying the
Package Inserts of Lysine Acetylsalicylate

for Injection, with decisions made to
add warnings to its package inserts and
modifying the corresponding items such
as [Indications], [Adverse Reactions],
[Precautions], and [Pediatric Use].

(January 31, 2018)

CFDA Issued the Technical Guidelines for Application of

Phase I Clinical Trials for New Drugs

As per the Opinions on Deepening the
Review & Approval System Reform and
Encouraging the Drug and Medical Device
Innovation (CPC Central Committee &
SC [2017] No. 42) issued by the General
Office of the CPC Central Committee and
the General Office of the State Council, to
help applicants for new drug registration to

apply for Phase I clinical trials and improve
new drug R&D and review efficiency as
well as the quality of application dossiers
for Phase I clinical trials, CFDA organized
to formulate the Technical Guidelines for
Application of Phase I Clinical Trials for
New Drugs which was released on January
25,2018. (January 25, 2018)

CFDA Issued the Announcement on Applying the ICH

Secondary Guidelines

On January 25, 2018, CFDA issued the
Announcement on Applying the ICH
Secondary Guidelines ([2018] No. 10),
which reads as follows:

Pursuant to the Opinions on Deepening the
Review & Approval System Reform and
Encouraging the Drug and Medical Device
Innovation (CPC Central Committee &
SC [2017] No. 42) issued by the General
Office of the CPC Central Committee
and the General Office of the State
Council, to encourage drug innovation,
promote drug registration gearing
to international technical standards,
accelerate drug review & approval, and
strengthen the management over the full
life cycle of drugs, CFDA decided to
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apply five ICH (International Council for
Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use)
Secondary Guidelines, namely: M4:
Common Technical Document for the
Registration of Pharmaceuticals for
Human Use (CTD); E2A: Clinical Safety
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Data Management: Definitions and
Standards for Expedited Reporting; E2D:
Post-Approval Safety Data Management:
Definitions and Standards for Expedited
Reporting;, M1: Medical Dictionary for
Regulatory Activities (MedDRA) and E2B
(R3): Clinical Safety Data Management:
Data Elements for Transmission of
Individual Case Safety Reports. The

relevant matters are announced as follows.

1. As from February 1, 2018, M4 shall be
applied to the registration applications
for Class 1, Class 5.1 chemical drugs,
Class 1 therapeutic biological products
and Class 1 preventive biological
products. M4 is further subdivided

-

into the following modules: M4
(R4): Organization of CTD; CTD:
Administrative Information; M4Q
(R1): Quality Section of the CTD:
Pharmaceutical Section; M4S (R2):
CTD: Safety Section and M4E (R2):
CTD: Efficacy Section.

2. As from May 1, 2018, E2A, M1,
and E2B (R3) shall be applied to the
reporting of serious and unexpected
adverse drug reactions during clinical

study of drugs.

3. As from July 1, 2018, E2D shall be
applied to the reporting of post-market

adverse drug reactions.

4. As from July 1, 2019, M1 and E2B (R3)
shall be applied to the reporting of post-
market adverse drug reactions. As from
July 1, 2022, all of the above technical
guidelines shall be applied to the
reporting of post-market adverse drug

reactions.

5. The relevant technical guidelines may
be accessed on the website of the
Center for Drug Evaluation of CFDA.
The Center for Drug Evaluation of
CFDA shall be responsible for effective
technical guidance in relation to the
implementation of this Announcement.

(January 25, 2018)
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CFDA Issued the Guidelines for Technical Review of
Ophthalmic Optical Coherence Tomography Scanner
Registration

To strengthen the supervision and guidance  of Ophthalmic Optical Coherence

of the registration of medical devices and  Tomography Scanner Registration which
further improve the quality of registration  was promulgated on March 2, 2018.
review, CFDA organized the formulation (March 2, 2018)

of the Guidelines for Technical Review

—
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CFDA General Office Issues the Notice on Implementing
the Provisions for the Supervision and Administration of

Network Sales of Medical Devices

The Provisions for the Supervision and
Administration of Network Sales of
Medical Devices (CFDA Order No. 38)
(hereinafter referred to as the Provisions)
have been issued and shall be put into
effect as from March 1, 2018. For effective
implementation of the Provisions, on

February 27, 2018, the General Office of
CFDA issued the Notice on Implementing
the Provisions for the Supervision and
Administration of Network Sales of Medical
Devices. The Notice requires more input
into the publicity and implementation of
the Provisions and relevant training for
effectively supervision and management of
medical device network sales, and clarifies
the filing work for medical device network
sales and third-party platforms for network

trading service. (February 27, 2018)

CFDA Issued the Guidelines for Technical Review of
Ultrasonic Soft Tissue Cutting and Hemostatic System

Registration

To strengthen the supervision and guidance
of the registration of medical devices and
further improve the quality of registration
review, CFDA organized the formulation
of the Guidelines for Technical Review

of Ultrasonic Soft Tissue Cutting and
Hemostatic System Registration which was

promulgated on February 24, 2018.
(February 24, 2018)
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CFDA Issued Four Guidelines for Technical Review of
Registration Incl. Guidelines for Technical Review of
Human Epidermal Growth Factor Receptor (EGFR)
Mutation Gene Detection Reagent Registration

To strengthen the supervision and guidance
of the registration of medical devices and
further improve the quality of registration
review, CFDA organized the formulation
of the Guidelines for Technical Review of
Human Epidermal Growth Factor Receptor
(EGFR) Mutation Gene Detection Reagent
Registration (PCR Method), the Guidelines

for Technical Review of Helicobacter
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Pylori Antigen/Antibody Detection Reagent
Registration, the Guidelines for Technical
Review of Anti-human Globulin Detection
Reagent Registration, and the Guidelines
for Technical Review of Intestinal
Virus Nucleic Acid Detection Reagent
Registration, which were promulgated on

February 24, 2018.
(February 24, 2018)
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CFDA Issued the Planning for the Development of
Medical Device Standards (2018-2020)

Pursuant to the Guiding Opinions of the CPC
Central Committee and the State Council
on Carrying out Quality Improvement
Actions (CPC Central Committee [2017]
No. 24) and the Opinions on Deepening
the Review & Approval System Reform and
Encouraging the Drug and Medical Device
Innovation (CPC Central Committee &
SC [2017] No. 42) issued by the General
Office of the CPC Central Committee and
the General Office of the State Council,
as well as the relevant requirements set
forth in the Provisions for Medical Device

Standards and the Management Practice
for the Development and Revision of
Medical Device Standards, CFDA organized
the formulation of the Planning for the
Development of Medical Device Standards
(2018-2020), which has been issued on
January 29, 2018, with a view to improving
the levels of medical device standards,
strengthening the supervisory inspection
on the implementation of standards, and
promoting the innovative development of
medical devices.

(January 29, 2018)

CFDA Issued Three Guidelines for Technical Review of
Registration Incl. Guidelines for Technical Review of
Apolipoprotein A1 Assay Reagent Registration

To strengthen the supervision and guidance
of the registration of medical devices and
further improve the quality of registration
review, CFDA organized to formulate
the Guidelines for Technical Review
of Apolipoprotein A1 Assay Reagent
Registration, the Guidelines for Technical

Review of Apolipoprotein B Assay Reagent
Registration, and the Guidelines for
Technical Review of D-Dimer Assay Reagent
(Immunoturbidimetry) Registration, which
were promulgated on January 16, 2018.
(January 16, 2018)

CFDA Issued Five Guidelines for Technical Review of
Registration Incl. Guidelines for Technical Review of
Alanine Aminotransferase Assay Reagent Registration

To strengthen the supervision and guidance
of the registration of medical devices and
further improve the quality of registration
review, CFDA organized the formulation
of the Guidelines for Technical Review of
Alanine Aminotransferase Assay Reagent
Registration, the Guidelines for Technical
Review of Urinalysis Test Strip Registration,

the Guidelines for Technical Review of
Homocysteine Assay Reagent Registration,
the Guidelines for Technical Review of
Insulin Assay Reagent Registration, and
the Guidelines for Technical Review of
C-Peptide Assay Reagent Registration,
which were promulgated on January 16,
2018. (January 16, 2018)
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CFDA Issued the Guidelines for Design of Medical Device

Clinical Trials
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To implement the policies set forth in the
Opinions on Deepening the Review &
Approval System Reform and Encouraging
the Drug and Medical Device Innovation
(CPC Central Committee & SC [2017]
No. 42) issued by the General Office of the
CPC Central Committee and the General
Office of the State Council, strength the
management of medical device registration,

further improve the quality of registration
review, and encourage R&D and innovation
in medical devices, CFDA organized the
development of the Guidelines for Design of
Medical Device Clinical Trials, which was
promulgated on January 8, 2018.
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(January 8, 2018)

Special Focus

Ceiling in 2017

In 2017, China's APIs import and export AL

North America

re-appeared a rapid boom. The import 14.49%

and export volume reached a record high

of US$37.84 billion, with an increase of
13.84% YOY. Among them, the export
volume was up by 13.71% YOY to
29.117 billion U.S. dollars. The imports Emlpe
amounted to US$8.723 billion, up by
14.3% YOY.

China's Import and Export Volume of APIs Hit a New

T A 20175, RERNAG-RHEARSE

Latin America
8.11%

(Source: China Pharmaceutical News, March 6, 2018)
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